
.LaserMe&f 
August 21,200o 

Tel: 31 O-338-9200 
FX 31 O-338-9221 

Mr. Manuel Karos 
Light Products Branch (HFZ-342) .’ 
Division of Standards Enforcement 
FDA/CD.RH/QC 
2098 Gaither Rd. 
Rockville, MD 20850 
Ph: 301-594-C-4654 
Fax: 301-594-4672 

RE: Response To Miner Mike’s FDA Inspection By Dennis Butcher 

Dear Mr. Karos: 

Per our teI.ephone conversation I am sending you a written response to Mr. 
Butchers observations during an inspection of our Laser Display at Min.er 
Mike’s Fun center. 

1. Qbservation: Applicable variance (78B-0148) does not describe Nd:YAG 
as a testing media for use. 

Response: Please refer to the enclosed. copy of our variance renewal, 
application dated January 29,1998. As you can see we have added the 
Yag laser to ou.1: list of testing media and submi,tted it along with the 
application for renewal. Please update our variance to reflect the 
addition. 



,TMENT OF WEALTH ANB HUMAN St3VlCES 
n, *cl, PC UC. a w.. -mm . ..- - 

A~?%ILHI IUN run H VHI\IHlwLC 

FROM 21 CFR 104l.il(c) FOR A 

INSTRUCTtONS 

LASER MEDIA INC. 
2. AODRESS OF COMPANY ~/,jv/,.tr /,,A (P ,,I,,, ,,, P .,,. “,,r II w,.,,. ,rr( Id,- u r,.d .~rnu .nkhn. dv..) 

-h3pq ARIZONA CIRCLE, LOS ANGELES, -CA 90045 
3. NAME AND mcf OF RESPONS~EILE PERSON 4. TELEPHONE NO. ,,,,,hw)v ,,,‘,‘v , .r,,-, 5. DATE OF SUBMISSIQN 

RUDT. BLONDIA, DIRECTOR OF ENGINNERING 1 310-338-9200 ) l/29/98 

7. PROOUCT DESCtJIPTtON AND USE 

a. LIST NAME ANDlOP MODEL NUMBERIS) FOR THE LASER LIGHT ShOWIS) AND PROJECTORIS) WT, FIRBERRAY, DISCORAY, LM4-LM16, LMS, 
CHROMARAY (LM SINGLE, LM DUAL SCAN), STINCR ', LIGHT SHOW PROJECTORS 

1. PRODUCT IS INTENDED TO BE uSE0 AT *NV ONE LOCATION 0. pRODUCT FOR WHtCr( A VARIAFICE IS REoUESfED 

a A LASER 015PLAY OEVICE 

@ A mOJECTOf3 FOR A LASER LlQiT SHOW 

a A LASER LIGHT SHOW 

El OTHER l,\,mwj RRDS 

c. c PROJECTORS ARE (NTENOED FOR SALE. LEASE. OR LOAN TO OTHER 

LASER LIGhT ShOW PRODUCERS 

-3. PRODUCT IS INTENDED FOR USE IN X 

Ix] PlANETARtUM OR OTHER DOME PROJECTION STRUCTURE 

a ThhlTER 

@ HOTELMOTEL BPCLROOM OR MEETING ROOM 

64 STORE DISPLAYS 

m TRAOE SHOW OR CONVENTION 

: 

DtSCOTHEOLlE OR NlGHT CLUB 

PAMLION 

bj INDOOR AAENA 

a OUTDOOR ARENA 

m LlUSEUM 

ia OUTDOOS UtJEt-JCLOSED AREA 

ma. OTHEP ~~~I~DT'S%AY BOOTHS, FOUNTAINS, 
@. PRODlJCf IS INTENDED TO BE USED WATER SCREENS 

MORE TkbN 15 DAYS 

MORE THAN 5 RUT NOT MOM THAN 15 DAYS 

q LESS THAN 5 DAYS 

,, TOIN IS lt+TENDED TO RUN FOR 

59 MORE THAN 6 MONTHS 

52x 14 MONThS 

x 

LESS WAN , MONTH 

NOT PP PCICABLE (wr u im,, 

h, PRODUCT UT)LIZES THE FO’,LOW,Nt LASER EFFECTS 

45 FRONT SCREEN PROJECTJONS 

@ -EAR SCREEN PROJECTIONS -- er- - 

@ SCANNING IARAOIATION OF ROTATING wmAOR 8ALLf RC 

@ FIBER OPTIC PRoJECTtONS 

@ FOG, SUOU+ OR OTWCP SCATTERtNG ENHANCEMENT EFFECT3 

B 
OTHER n,,,r,~~UM?~.,_CUNES, FANS 3 RKCATING 

DIFFRACTION GRATINGS, LINEAR DIFF. GRATING 
a. \ LASER RADIATION LEVELS 

LASER UEOIUH ,A.. Ilr \c. r‘,.,, WAVE LENGTIIS inml 
I 

PEAK POWER ,tl;*),\, 

SEE ATTACHED LIST +' 

I I . 
. I 

+a. U ANY LASER RIDlATlON IS PULSED OR SCANNED, OWE TM PULSE DURATION AND kATE AND SCANAING FFIEOUENCY AND AYPLITUDE 

20HZ SCAN FREQUENCY AMPLITUDE 60 DEGREES 

16 KHZ - 25 KHZ PULSES/SEC. PULSE WIDTH I M SEC. 
‘0. REASON FOR REOUESTIND VARIANCE 

w COHPLIANCE WITH THE LIMITS OF 21 CFA l%*llCl WOULO RESTRICT THE INTENDED USE OF THE P~%XXJCT BfCAuSg COURIANCE WOULD LIMIT ?C(I? OUTPUT 
POWER TO Tb+E EXTENT TYAT THE DEStREO EFFECTS WOULD NOT BE SUFFICIENILY vtS,aL~ 

il OlHER OR ADDITIONAL EXPLANATION I.%M~,? i 
FORM FD4 3147 (31b7) 
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* .i wtitCH It IS PROPOSED TO DEVIATE FROM THE REOUIREMENTS OF THE APPLICABLE STANDARD 

> PROPOSED To DEVIATE FROM THE PROVISIONS OF 21 CFR I~~IO.~~(C) IN ‘THAT THE ACCESSIBLE EMlsSl0N LEVEL WOULD EXCEED THE 
JCESSISLE EMlSSlON LtMITS SPECIFIEO IN 2r CFR lOA0.111~). 

,T IS PROPOSED To DEVIATE FROM THE PROVlSlON OF 21 CFR lO&f3.11(c) AS FOLLOWS: 

2, ADVANTAGES TO BE DERIVE0 FROM SUCH DEVIATION 

a LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED PoPuLaR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER LEVELS IN 
EXCESS OF THE LtMiTS IMPOSED BY 21 CFR 1o~o.i~~~) IS NECESSARY TO ACHIEVE THE REOUIRED EFFECTS LN THESE MEDIA. 

0 OTHER OR ADDITIONAL ADVANTAGES (describa and explain) 

~ ALL LASER PRODUCTS, SYSTEMS. SHOWS, ANO PROJECTORS WILL BE CERTIFIED TO COMPLY WtTH 21 CfR loaO.10 AND THE CONDC 
tl0NS OF THIS VARIANCE AN0 WILL BE REPORTED AS REQUIRED BY 21 GFR 1002.10 AN0 1002.12 USING THE REPORTLNG GUIDES PRO- 
VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO. ANY INTRODUCTION INTO COMMERCE. 

@ EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATtON WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE 
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED AN0 THE REOUIRED REPORTS OR SUPPLEMENTS. AS 
APPUCA8l.E. HAVE BEEN SUBMITTED. 

!f 
SCANNING. PROJECTION, OR REFLECTION OF LASER AN0 COLLATERAL RADlATtON FLIGHT SHOW RADIATION) INTO AuDlE)JCE OR OTHER 
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITlEO EXCEPT FOR DIFFUSE REFLECTlONS PROOUCED BY THE AtMOSPHERE, 
ADDEO ATMOSPtiERIC SCATTERING MEDIA. AN0 TARGET SCREENS. 

n LASER RAO~ATION LEVELS IN EXCESS OF THE Lth411S OF CLASS I WILL NOT BE PERMITTED AT ANY POtNT LESS THAN 3.0 METERS Ai3OVE 
ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS. PERFORMERS. OR EMPLOYEES ARE PERMITTEO TO STAND OR 2.5 
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCt4 PERSONS ARE PERMtlTED TO BE- OPERATORS. 
PERFORMERS. AND EMPLOYEES WILL NOT BE REOUlRED OR ALLOWED TO VIEW RADIATION ABOVETHE LIMITS OF CLASS I OR BE 
EXPOSED TO RACHATION ABOVE THE LIMITS SPEClFlED 1N 21 CFR 10~0.11[c). 

Ig? ANY PflOOUCT WHICW RE:LIES ON SCANNING TO MEET ACCESS. EXP&“RE. OR PFfOOUCT CLASS LIMITS WILL INCORPORATE A SCANNING 
SAFEGUARD SYSTEM WHICH OIRECTLY SENSES SCANNER MOTION AND WHlCH WILL REACT FAST ENOUGH TO PRECLUDE EXCEEDING 
THE APPCKABLE LIMIT. _--- 

!2 
ALL LASER LIGHT Shows SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAJNEO. COMPETENT OPERATOR~Z THE 
OPERATOR(S) WILL: \ 

(1) IMMEDtATELy TERMINATE THE EMMtSSlON OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION; 

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY O&RVEO ATALL TIMES: AN0 

(3) BE AN EMPLOYEE OF THE VARtANCE HOLDER WHO WILL BE RESPONSIBLE FOR THETRAINING ANO CONDUCT OF THE OPERATOR. 

D THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REOUIRED TO OBTAIN THE INTENOEO EFFECTS 

m THE PROJECTION SYSTEM (l.E, THE PROJECTOR AN0 ALL OTHER COMWNENTS USED TO PAO0l.k~ TtiE UGHTtNG EFFECTS) WtLL BE 
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MEiAUGNMENT. BEAM UMITERS WILL BE PROVIDED 
As AN tNWERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS.tARGmS. ETC. 

m USER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER iARTy UNDER AN AGREEMENT OF SALE, L&SE. OR LOAN UNLESS AND 
UNTtL THE REClPlENT OE~ONSTRATES THAT THEY HAVE A VARtrNtE IN EFFECT AT THE TIME OF DELlVERY THAT PERMITS THEM TO 
PROOUCE IASEA LIGHT Shows INCORPORATING SUCH PROJECTOR. I 

P 
IN ADDITlON TO THE REOUIREMENTS OF 21 CFR lOlO.lO(h). THE MANUFACTURER OF LASER PROJECTORSISYSTEMS WILL PROVlOE TO 
PARTIES WHO PURCHASE. LEASE. OR BORROW THE EOUIPMENT. ADEDUATE USER’S INSlRUCTlONS FOR SAFE INSTALLATION AND 
OPEAATlON AND WHtCH EXPLntN THE RESPONSlBtLlTY OF THE RECIPIENT AS AN JNDEPENDENT LIGHT SHOW MANUFACTURER TO 
SUBMIT THE REOUlRED REPORTS AND APPLY FOR AND OBTAIN A VARtANCE FROM CORM PRIOR TO INTRODUCTION tNT0 COMMERCE OF 
ANY LASER LIGHT SHOWS. 

m THE REOUIREMENTS Of 21 CFR 100Z301a~l) AND @) WJLL‘BE ACCOMPLISHED THROUGH THE USE OF WRllTEN PROCEDUREs FOR SETUP. 
ALIGNMENT, TESTING. AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN sUFFtCtEN1 DRAIL TO ENSURE CDM. 
PLIANCE WITH 21 CFR 10~0.10. THE CONDITIONS 0F THt!j VARIANCE. AND THE CONTROL 0F ACCESS TO RAOIATION AREAS USING WE 
PROCEDURES DESCRIBED IN THE ANSI ~13fil STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARDS iNsTlTUTE, 
ld3O BROADWAY, NM YORK. NY tOOrB OR ANY OTHER EOUIVALENT USER CONSENSUS STANOARD AND. WHERE APPLtCA8LE. STATE OR 
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE l-HE LIMITS SPECIFIED IN 21 CFR 
lO~.ll(C). WtLL BE CLEARLY !OENTtFlED BY THE WSTING OF WARNING SIGNS ANDKlR REsfRtCnNt ACCESS TROUGH PHYSICAL 
MEANS (SUCH AS PRESSURE SWlTCHES, PHOT0CELLs. BARRIERS. GUARDS, ETC.), THESE REOUIREMENTS APPLY TO TEMWRARY AREAS 
(SUCH AS DURING SETUP AND ALtGNMENl PROCEDURES) AND TO FtNAL OR PERMANENT AREAS. THE VARIANCE HOLDER WILL RETAIN 
TUE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL TESTS AS RE0utRED BY 21 cFR r0023~. A COPY OF THEVARIANCE 
ApPLlCA+lON. THE APPROVAL LETTER. CURRENT PROCEDURES. AN0 RECORDS REUITING TO EACH PARTlCUUfl SHOW WILL BE WITH 
THE OPERATOR OR OTHER RESPONSIBLE INDJVtDUAL AND WILL 6~ MADE AVAILABLE FOR tNspEcTIoN 6~ FDA AND OTHER RESPC)NSI. 
ELE AUTHORlftES. 

FORM FDA Jta? (387) 



WILL BE MADE AS EARLY aS POSSIELE TU M+‘HU~~lfilt ttuenrc JLAL~.~I.U LVC-~ru,.,ur....,, * r DATES ANO LOCATIONS CLEARLY ANO COMPLETELY IDENTIFIED. AND A BASIC DESCRIPTION OF 
e PROPOSED EFFECTS tNCLUDlNG A STATEMENT OF THE M~xt~Ut.4 POWER OUTPuf INTENOED. SUCH NOTIFICATIONS WILL BE MADE BU- 

/ NOT Nl%ESSARlLY BE’LIMITEO. TD: 

. . 

‘3 

I 

_ 

(3) STATE AND LOCAL AAOlATION CONTROL 0FFICESlAGENCiE.S FOR AU SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. ALI 
REOUIREMENTS OF STATE AN0 LOCAL LAW WILL BE SATISFIEO AND ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL BE RE. 
SOLVED OR THE EFFECTS DELETED. &lSfS OF FEDERAL AND STATE OR=lCES AR& AVAILABLE FROM THE CENTER FOR DEVICES AND 
RADlOLOGlCAt HEALTH UPON REOUEST.) 

/’ 
/? 

(I) THE CENTER FOR DEViCES AND RAOlOLOGifilit HEALTH, Of& OF COMPLIANCE IHFZSlt). 8757 GEORGIA AVE.. SILVER SPRING, MO 

/ 

20970. PROVID)NG THE lNiT!AL AND Ci%iNG OATES FOR Ft)(ED INt%%LtATlONS AND THE ITINERARY FOR MOBILE SHOWS. IN ADDI- 
TION. UNLESS ALL ASPECTS OF EACH “SHOW HAVE BEEN REPORTED AND THE ACCESSiON NUMBERS CLEARLY REFERENCED. EACH 

I 

NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMEO IN SUFFICIENT 
OETAIL TO CONFI~~M COMPLIANCEWITH THE REGIJL~TIONS AND Ttils VARIANCE, , 

(2) THE FEDERAL AVlATlON AOMINlSTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE ATAN?‘TlME (I.E.. INCLUDING SET-UP. 
ALIGNMENT. REHEARSALS. PERFORMANCES, ETC.). IF THE FAA 05JECTS TO ANY LASER EFFECTS. THE OBJECTIONS WILL 0E RE- 
SOLVED AND ANY CONOl-l-lONS REOUESTED BY FAA WILL BE ADHERED TO. IF THESE CONOlTlONS CAN NOT BE MET, THE OBJEC- 
TIONABLE EFFECTS WILL BE DELETED FROM THE wow. 

ld. REMARKS .- 

-__ .---- 

+ CERTIFICATION . . 

I CERTIFY ttt8t ~11 ol the l txwe lnloft~~rtbn and atelement are true. cornplate. and consct’to the beat 01 my knowledge and acknowledga that my 
vbrMwo apdcalkon may br d&ed 01 mY vafbnce may be rsvake~ 11 ~hls epplicatlon is founa to be lalse. miatejdlng. or incorrect In any material may. 
I have 8ubmltlecY End wlkt submll @II lepofta reQuirad by.21 GFR 1002.10 and lbM.12 on Ihe laser egulpment and show(s). 1 fuRft(n underaland anal f 
mV be mulred by fsQu~~h of by the ~~r~lor, Corear for DovIces end Radlolo~lcs~ Haallh. 10 suo~by such other inlonr&oo 05 may ba necsaaaty to 
evaluets enb ect on thla rppllca~lon. 

1 
16. NAME (lvpe or Print) 17. TttLE 

RUDI BLONDIA T:ASER SAFETY OFFICER 
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LASER RADIATION LEVELS 
ws------- _~j ,. .:. ‘.. , ^ _,l 

Laser NLedium : Wave Lengths : Peak Power 
--l-..m---^l--- ---_------WY-_-----------~ -e--w------------- 

iir~~on Gas /-- 

9 :i.s4.5 - ‘1;28.7(nm) 20 w cw (max) 
23-10 w cw (standard) 

r_______-_--_-_----___l_______r________ --------------Y---L-____ 
h’r:*p ton Gas AX.2 - riX.4 (nmj 3 w ctv imax) 

2-6 (standard) 
c___-~-------------_-uI-_------ --I-- -----I_ 

HeNe :h33.0 (nm) :lOO mw cw 
--M-s-- -- ---..-----m-m-IwI p--w-- 

Mixed Gas A88 - 647 fnm) :18 w cw (max> 
-I_- -- -- 

1 Yag 
?f 

332 (nm) A5 w pulsed (max) 
:lOwcw 

-II - e-a-- ---- Yuu_ 

-: . -’ ;.. .” ” 
: :.-:..:.- 

TOTFlL P.12 


